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DEPARTMENT OF HEAL lH ^ HL-VL^ SERVICES 

Centers for Medicare & hrfedicaid SeriT^s 
75O0 Security IVHilevard 
Ballimore, Mim-Linc 31244- laS) 



a/^TBBiirtlHl/Otff^MKDfCW^IVJl^ 




Center for \fcdlcaid and Sliatc Operations/SunevaaidCjertifitation GTtiiip_ 



Rcl: S&C-06-16 



DATE; 



TO: 



May 11, 2006 

Stale Surrey Agency Directors 



FROM: rMrector 

Survey and Cettificatitra Group 

SI BJECrTt Nursing Homes and Medicare Pari D 

Lcffe-rSuiiiniaio 




Ihk tttf mor:iniltim claFttles residetits'riighis rqSwiding die|i^tof a pr^striplion dm$ plan and 

:•: phiin7ii;y provider, tbe^i • . hunivi" responsi ' " -uy^s is^fesidents^jawi State '^ 

Survey A^Rcies' responsibtiiuc- ■■■ i-h respe*;t foiheoew :vkani(lr^f pre scrlpticm drug benefe. 

and nursine faomes: 

Residenishave the right i-. r- :^ ;. -^J J^jlsion-rkoices about iheir care as 

JescribeiS in sections § 1 802 $ i ^.^ I aj^:|ili6U of ttie SociaJ Security Acimd 42 

CJ.R Pari483: 

Residents are mi: -.j th^ ngiil io choose ;i V.^n D pia», buL do nci lia\'e unbridki;] 

Ireedom to choose -^.|ifaarnia*;y; and 

We exp^t jiyrsmg ^Qies to worit v- "' "' 'ir current pham-Mcit^L^ i^a itbsui^. thai Ui^v , 
recognise thtr PArfoplsms chosen l^iBKidcilit>^'1icaTe>)ene11^^ Lftthe 



alternative, ££■ ' j ^■.- - - -t ^l _rTTpiaH?J" -hie^u u^^^i ohjectiv*^, Ur. at its option, 



the facility catuid vcniraci 
bt«>yiy with Part D '" 



!y Hxui -^■^■?r phaiTniti;y that conlr^K'ts more 



Ihe purpose of this memorandum is to: 

1 . Answer questions surroundiiig nursing home pharmacy services following the 
Januarv' Oh 2006, implementation of the new Medicare prescriplion drug benefit relative 

to ibc: 

o Residents' ri glit to choose ibci r drag plan and p]i annacy . 
o Nursing homes* regulator^' comphance responsibililies, and 
o SuiveyoTs* responsibilities, 

2, Provide Siirveyors vvith a list of musing home regulations that appear pertinent to the 
implementation of the Medicare Drug Benefit (Part Dl. The list is not exhaustive 
(Attachment A). 
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3. Provide surveyors with reference resources relative to Medicare Part D and nursing 
homes reguiatoiy r equiremetits (Attachments B<&C). 

4. Reinforce crnr conunitment to provide high quahtv' caic and services to all beneficiaries. 

Rcsidt^nc Rights 

The tccdotn of choice provisions at sections §1802 and §i902(a)(23) of the Social Security Act 
provide that any individuaJ cDtilled to insurance bencfils under Medicare or Medicaid may obtain 
health services fi^om any institution, agency, or person qualified to participate under this title. In 
addition, residents are gnarantei^ the righl to choose their Medicare Prescription Drug Bene tit 
Plan at section §lii60D of the Social Security Act 

These provisions do not, however, give nohridled fttedom of choice for nursing home residents 
to choose a phamiacv , with the c.xception of those slates with a ''right-to-choosc" state law. 
Sections l8t9(b)(4KAKiii) and l919<b)(4HAK»0of the Social Security Act require a skilled 
nursing facility and a nursing facility, respectively, to provide "pharmaceutical services 
(including procedures that assure the accurate acquiring, receiving, dispensing, and 
administerijig of all drugs and biologicals to meet the needs of each resident)." We believe these 
statu lor>' provisions place the resportsihilitv for accurately administering drugs on the nursing 
home and with that responsibilit>' the right to define certain standards for labeling, packaging, 
storage, processing, and administration of drugs. TTiese standards are essential in assuring that 
the resident is protected from medication cmois. 

Nursing home residents, like all other Medicare beneficiaries, have a right to choose their Part D 
plans. The statute, at section l^ftOM, and impkracniing regulations at 42 CF.R. 423.32, 
ensure that right and do not lessen that right simply hy virtue of the beneficiary's admission to 
a nursing facilit). There may be cases wheiie a nursing borne actii in a way that frustrates a 
beneficiary's ability to receive cost effective coverage ander Part D for needed prescription drugs 
under his or hct preferred plan. Tor example, where the facility exclusively engages a pharmacy 
that does not have an arrangement with tlic Fart D plan selected by the beneficiary, the 
bcneficiar>' may be unable to obtain coverage of needed dmgs through his or her Part D plan, and 
may incur higher Part D premiums and'or cost sharing if he or she must si^itch to an altemanve 
plan in order to i^ei ve Part D coverage of his or her drugs. Ot. a &cihty may overreach its 
authority- and try to steer a resident to one or moie Part D plans preferred by the facility or its 
pharmacy. Residents in such cases might feel compelled to choose another Part D plan that may 
not best satisfy their needs in order to conform to the wishes of the facility and its phannacy. 
Such facility behavior \\X)u Id violate its obligations under the facility requirements of 
participation at 42 CF.R. 4a3.l2(d} which prohibit a factlitj' from requiring residents to waive 
their Medicare rights. .Additionally, failure by a facility to permit residents to receive coverage 
of needed drugs that would be available ftom the Pari D plan of their choo.sjing could constitute a 
violation of the facility's pharmacy obligations under 42 CF.H. 483.60 ^hieh obligates facilities 
to acquire all drugs that meet the needs of each residenL Accorditigly, we expect nursing homef? 
to not frustrate a beneficiary's choice in Part D plans, and to work with pharmacies to make sure 
that a resident's choices are honored so that there is no disruption ui the provision of necessary 
drugs. Specifically, we expect nursing homes to work wiih their current pharmacies to assure 
that they recoimi:^c the Part D plans chosen by that facility's Medicare beneficiaries, or, in the 
aliemative, to add additional pharmacies to achieve that objective. Or, at its option, the facility 
could contract exclusively with another pharmacy that contracts more broadly wiih Part T) plans 
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Facility Regulatory t-oinpliainre Responfflbiltiy 

Nursing homes must have a safe and accurate system for the deliver^' of m&dicationa to their 
residents. While nursing homes are fkt to use multiple pharmacies, Ihe first priority of 42 C.F.R 
483.fiO is 10 assure thai nursing homes provide needed medications for each resident, without 
errors," Therefoa\ ?;afet>' should be considered when making determinalions relative to the 

residents* medications. 

Since nursing homes are responsible for the safety and efficacy of ihe medication delivery 
system to thcii residents, ihey hold the nesponsihihty for selecting a pharmacy or pharmacies that 
are willing and able to accommodate the Medicare Prescription Drug Benefit Plans chosen by all 
residents of their nursing home. 

Under no circumsrances should a nursing home require, request, coach, or steer any resident lo 
select or change a plan for any reason. Furthermore, a nurskg iwme should not Icnowingly 
and/or willingly allow the pharmacy ser^ icing the nursing home to require, requetl, coach, or 
steer any resident to select or chaise a plan [42 CF.R. §483 J 2(d)). Xursing homes may, and 
arc encouraged to, provide mformation and education lo resident on all avaiUbk Part D plans. 

Nursing homes should provide residents with an explanation, on admission or immediately if the 
resident is already in the nursing home at the time of the plan implementation, of their right to 
choose their prescription drug btiueftt plan [42 C-F.R. §483.12(d)l. 

Surveyor Responsibility 

State Surrey Agencies will continue to motiltor nursmg homea for compliance with regulations 
as outhned in the regulations at 42 C.F.R. Part 483 and accompanying surveyor guidance. For 
example, surveyors should cite ii483.60 (F426) if nursing homes are not pro^ iding 
pharmaceutical services to meet the need of each resident. 

To the extent a survey or complaint investigation finds dw resident's right to choose a Part D 
plan is denied a.s a result of pharmacy limitations^ or for any other reason, surveyors should; 
C Educate nursing home administrators as to the distintlion between a resident's choices of 
pkns, the nursing home's choice of pharmacies, and the nursing home's responsibility to 
protect the resident's right to Part DpUin choices. 
u Cite §4S3 . 12(d} (F208) if residents are denied the right to select their prescription drug 
plan, and encourage the nursing home t» develop and implement an effective and timely 
plan of correction. 



CMS* Suney and Certification Program 

If a complaint involves both a CMS regulatory requiremeni for nursing homes (such as the 
residents' rights issue discussed above) and a Part D requirement, the sur^^eyor should act on the 
survey issue and also notify the appropriate Part D authority. 

The appropriate Part D authority is the Part D case manager workmg in your region. 
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For further information please coniact Debia S^inton-Spears at (410) 786 -7506 or e-mai[ at 
iJebra,5VyiTitnn-spcar!i@ciii5.bh& £OV - 

Effective Date: lrame<^tately. Please ensure that all appropriate stafTare infonnwJ within 30 
days of the dale oFthis mmiorandiini, ajid dLssemiiiate the information lo affected providers. 

Training: The information contained m this annouflcemenl should be shared with all survey and 
eertificaiion staff; thcii managers, and the Stalc^'TlO training coordinators. 



Thomas E. Hamilton 
cc; Survey and Ceniftcation Regional Office Management 
Attachments 
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Attachment A 



SNF Kequircmeiits (42 CFR Fart 4S3} for Certification 

And The Medicare Drug Benefit (Fart D) 

Updated JaDuan' fi, 20&6 

The fbl lowing sidlk-d nursing facility icgnlations appear to be pertinent to the implemenlalion of 
the ^fed]ca^: i>ug Benefit (PanD). This lisl is not all inclusive. 

4g3.6fl Pharmacy Services. (F425) "llie faclUtv^ must provide routine and emergency drugs 
and biologicals to it^ residents, or obtain them under an agreciDent described in §483. 75(h) of 
this part."' 

The Interpretive Guideline states: 'V\ drug, .ituist be provided in a timely manner if failure to 
provide a prescribed drug in a timely manner causes die resident discomfort or endangers his or 
her health and safety, then this requirement is not mcL" 

483.60(a) Procedures. (F426) "A facility must provide pharmaeeulical services (including 
procedures that assiire the accurate acquiring, receiving, dispensing, and administering of all 
drugs and biologicals) to meet the needs of each resident/' 

483.60(h) Scr^ ice Consultatiun. (F427> "The fecility must employ or obtain the services of a 
licensed pharmacist who - Provides consultation on all aspects of the provision ot pharmacy 
services in the facility;'" 

481.75 Administration, (F4W) "A facility must be administered ra a manner that enables it to 
use its re^UJces effectively and efficiently to attain or maiiiUin the highest practicable physical 
mentaU and psychosocial well-being of each resident," 



4S3.75(b) Administration, (F491) "Compliance with Federal, State, and local laws and 
professional standards. The iacilitj- must operate and provide seT\ ices in c^mipU^iiee with oil 

applicable Federal. State, and local laws, regulations, and codes, and with accepted professional 
standards and principles that apply to professionals providing services in such a facility." 

483.7S{i) Medical Director, (F50I) "The facilitj' must designate a physician to serve as 
medical director. (2) The medical director is responsible for (i) Implementation of resident 
care policies, and (ii) The coordination of mesdical care in the facilitv." 

The Interpretive Guideline stales: "fhe medical diicctor is also responsible for policies related 
to... ancillary' services such as laboratory, radiology, and pharmacy; use of medications, and 
overall qualitv of care iTie medical director is responsible fof ensuring that these care policies 
are implemented." 

483.15(g) Social Sertlces. (F2S0} "The facility must provide medicaJIy-related social seruices 
to attain or maintain the highest practicable physical, mental, and psychosocial well-being of 
each resident" 
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The Interpretive Guidetinc states: " ^Medically-related social sen ic<;s' means services providHi 
by the facility's staff to assist rt&idents in maintatning or inqiroving their abilit> to manage their 
everyday physical, tnental, md ps>chosoclal neoJi:. TlieM: sen ices might includL% for example: 

■ As^^isting staff to inform residents and those tliey designate about the residents heal± 
status and health care choices ajid their ramifications; 

■ Makiiig referrals and obtaining services from outside entiti&s; 
- Assisting residents with tinancial and legal matters; 

■ Through assessment and care planniug process, identi^g and seeking ways to support 
residents' individual needs; 

• Assisting residents to determine how they would like to make decisions about their 

hcaltli care; and 

■ Finding options that most meet ihe physical and emotiond needs of each rt^sidenl/* 

'When needed services are not covered by the Medicaid State plan, nursing facilities are still 
required to attempt to obtain these semces/' 

4S5. 10(a)(1) EierciiC af Rights, (F151) "The trident has die right to exercise his or her rights 
as a resident of the facility and as a citizen or resident of the United Slates," 

483a(*(b)(6) Right to he Informed. (FI56) ^The facility' must inform each resident before, or 
at the time of admission and periodically during the resident's slay, of services available in the 
facility and of charges for those s^r\ ices, including any charges for services not covered under 

Medicare or by the facility's per diem cate." 

483.10(h)(l«) Right tn be Informed. (F156) -^The facihty must prominently display in die 
facility written information, and prD\'ide lo residenis and applicants for admission oral and 
written information aboul ho^ to apply for and use Medicare and Medicaid bene tils, and how to 
receive refunds for previous pa^-ments covered by such benefits.*' 

4B3.mc)(S) Limitation on Charges to Resident Funds. (FI62) "The facility may not impose 

a charge againiil the personal funds of a resident for any item or serv ices for which payment is 
made under Medicaid or Medicare (except for applicable deductible and coinsurance iimounts)." 

(Drugs and pharmaceuticals are not listed.) 

4g3.1fta)(2) Access and Visitation Riglils- (FI72) "The facility must provide reasonable 
access to any resident by any entity or individual that provides health, social, legal, or other 
services to the resident, subject to the resident's right to deny or withdraw consent at any time" 

4S3T2(dHl) Admis5i(>ns Policy (FlOS) '^The facility must--(i) Not require residents or 
potential residents to waive thrir rights to Medicare or Medicaid." 
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Attachment B 

List oflntcritef Wflwites/RefereTiCfis 
Support Tool for Long Term Care Surveyors 

Medkare Part D: Impact an .Varsffig Home Surveys - send saselfhe broadcasi questions 

and/&r cfimments to 

RCC, DNH Medit;arcPairtD?l)cmshhs .gQV 

MedJcere Part D Wt^bLasn AvaUaMe through May 2066 

http:/Avw\v.c fns . h h s. gov/partr>ersli ips'nc^vs^'mma^Vcbcasi^asp 

The Cmiers for Medicare & Medicaid Services fCMS^ -State O iterations Martuat fSOM> 
Chapters and Amendice^ 

htlpi //w w w.cms.hhs .uo v/manuals/ 

Click internet only manuals (lOMs) to tbe left of your screen 
1 Scroll down the page and click 10007 publicaiioo 
J Si;: roll down to ihe boltom of the site page and click an the Appendices Table of Contents 

LottE Term Care Guidfittee 

httn : ■ , H w w X rn shh s .ao v/pdps^'LTC j^utdance pd f 

Lvc&tins Prescripti&n Drus Phas and Medicare Advaniasr e Plans in Yaur Area 
WW \v .cnis.h hs . llo\ /map ■map . asp 

Medicare prescription Drus Plan Cost Estimatffr Toot 

WW w ■ mc J i care . iiovmcdi care r gfona^TViPDP Cost Esttmator a5B 

Comprehensive Resource Kit 

h ti p -J/wvPA- cms. h h ^.^ ov ■partncrsh i ps 'tools. miiicria km edJcarcirain i n a 1i ihre spur-L xki l/defau1t asp 

Medicare Prescription Drus C&veraee TooikU 

hup:/ '^^-ft^ft - c m J. . hhs. gov partner ships^loo] s/matcrial s 'med icareira iitin g'M PDCoutrca ch k i ta.qp 

Afedicare Prescnptit^n Drus Plan Finder Trainius Demonstration 

http: /■■' m c d la.cins. hh?; . gov/ 

Oniine Trainitiji Modufe^i 

htt p ://u- WW. cms, hhs.go v^ partnershi pslool s^'inateriak'nicdtca retrajning/dcfa u I Lhlm 

Mediearn Matters 

http:// www ,c nis , hh s. gov/m edle am^'niatlcTs/ 

Medicare Spodiaht^ I^SOQ-MEDWARE 

h up :UVf\w^ .m cdi c arc . ro v/ 
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r^y - auidani'P to state Siirv^rAeencv Dir ertois and Repjoftal Omces jSur^^ey & 

Certifkatwn Letten} 

htt p / iirww im\ hhi vm Surv€\<:*irtifi€0tio^tGEnlnfql 

n Generally stJt\'ey and ccrtificalioti letters are issued on the second ThursJay of e^'ely 
month; however. lhe>' m^y be issued ^'offcytk" These letters contain policy ijistmctioTis 
and updaiLii, Letters are available on the internet within a week after issiiance. 

CMS - Sharittf^ fnHmatiom in Oualrtv me im^orr &f ainicat Susndardii and Cuiddi/tes) 
hu p:/'siq.air o r^ 

L "Sharing Innovations in Qualitv'" (SlQ) is a reposil&iy of information on clinical 
standards and guidelines useM to surveyors and lo professionals in the nursing home 
setting. SIO is sponsored by CMS and hosted by the American Institutes for Research 
{ AIR). The guidelines are examined annuaUy to assure that they are up-t<^dale, and new 
ones are added on a continuous basis. 

CMS - Medicare Quality Imprt>yement 

hup :/^w VI' »'■ m^dqk . orz 

J CMS developed this online resource ofqualitj^ improvement mformatinn for Medicare's 
National Quality Improvement Priorities. 

CMS Survey and Certificmion Training 

htt py/wrw u c ms. hhs. ^o v Sitnevor Traimnsl 

CMS - Satellite Traifiian ai inte met streamline 
hup:/ /€mSr ftneniefstreiimins. 1. 01*1/ 

J We recommend that you booknmTk this site, as j-our "home" for CMS Surveyor Courses. 

CMS - Minim h m Data Set trmn in^ 

htip:/Ai'WM: indstrainittw. omuiffrom'u /■ axp 

n Web-Based Lc&sons course for Resident Assessment Instrument' Minimum Data Set 
(HAL MDS) are posted here in the form of modules. 

C/^fS - RAI/MDS ffiofflJiaf 

htf p //www cmsJihJi.go\'quaH!\ rtidslO^ 

Environmental Protecshm Asencv 
kttir/rw^v\v. emu oy 

Prescription Druss Guide 

www. EpiK'rutes.com 

The Assodatiffn ftrr Profesywniil^ in Infection C&ntro! and Epid emiolosv. Inc. (AFfC) 

htip://\i\VW. gpic , ftrj; 
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The Am*£tlcan Association ofSune As se^^meM Coordittafors (AANAC) 

hit p:/M>ww. (umac. onr 

Tha Atzheimef 's Assticiati&tt 

The Centers for Dheafe Control and Pfe^erftton 

U.S. Food ttttd Drus Associaiitfit {FDAj 

FiJA- Food Safety Itjformadon 
kUp:^r^ WW ■ foiid s ateiy. go v 

Th€ American Diabetes Association 

httn:/hvwn: c iuibetfrs. or^ 

The American Dietetic Association 

hHp://\vw\f . eiUriiihl. jirg 

The ILS. Depgrttttent of Asricitlntre food Safety and Inspection Servic e {FSIS} 

hsi p;/M- WW. fsis. mda isov 

Disabiiitv Resources 

hifpr/ni' M'\i'. disabiiitv. eov 

The Administration on AsinM 
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Attachment C 

Social Securitj Act §1860D Fart D - Voliimtar> Prewriplion Dfug Benefit Program 

Subpart 1 - Part ^ FH f>^lp TTidividuals and Pres cription Dme Benefits 

D SRC. IS6QD-1 [42 US.C. J395H-iOII 

(a) PROVISION OF QUAUflLD PRESCRIPTION DRUG COVERAGE THROUGH 
ENROLLMENT IN PLANS — 

{1 ) IX GENERAI.-— Subjcci to the succeeding provisiofis of this part, each part D 
eligible individual (as defined in patagiaph (3KA)) is eElilled to obtain qualified 
prescription dma coverage (described in Bcctioti 18601>2(a)> as follows: 

(A) FEE-FOR-siiR\lCE EHROLLEES MAY RECEIVE COVT:Ri\GE TTTROUGH A 
PRESt'RiiTfON DRUG PLAN.— A pare D eligible individual who is not enrolled in an 
MA plan may obtain qualified prescription drug coverage through enrollmenl in a 
prescriplion drug plan (as defined in section 18600^1 (a)(14)J. 

(B) MEDICARE ADVANTAGE ENROLLEES-— 

(i) ENROLI.EES IN A PLAN PROVID[NG QUALIFIED PRESCRIPTION DRUG 
COVERAGE RECFIVE COVEI1.4GE TKTROUGEI THE PLAN— A part D eligible 
individual who is enrulled in an MA-?D plan obtains such coverage through such plan. 
(ii) LIMITATION ON ENROLLMENT OF MA PLAI^ ENROLLBES IN 
PRESCRIPTION DRUG PLANS. -Except as provided in clauses (iii) and (iv), a partD 
eligible individual who is enrolled in an MA plan may not enroll in a prescription drug 
plan under dlis part. 

(iii) PRIVATE FEE-FOR-SFR\ ICE ENROLLEES TN MA PLANS NOT PROVIDING 
QUALIFIED PRESCRIPTION DRUG COVERAGE PERMI 1 TED TO ENROLL IN A 
PRESCRIETION DRLG PLAN. — A part D eligible indiv idual who is enrolled in an MA 
private fce-for-semce plan (as defined in section l S59(bl(2y ) that does noi provide 
qualified prescription drug coverage may obiain qualified prescription drug coverage 
through enroltoent in a prescription drug plan. 

(iv) ENROLLEES IN MSA A PLANS PERMJ TIED TO ENROLL IN A 
PRESCRIPTION DRUG PLAN— A pan D tligibie individual who is enrolled in an 
MSA plan (as defined tn section 1859^6X3) 1 may obtain qualified pre^ription drug 
coverage through enrollment in a prescription dtiiig plan. 
(21 COVERAGE FIRST EFFECTIVE JANUARY L 20O6.— Coverage under 
prescription drug plans and MA-PD plans shall first be effective on January 1, 2006. 
(3) DEFINITIONS —Far purposes of this part! 

(A) PART D ELIGIBLE iNDfVTDUAL.— The term >art D eligible individual'' means 
an individual who is entitled to benefits under part A Cir enrolled under part S. 

(B) MA PLAN. — Tbe term "MA plan*' has the meaning given such term in section 

|gj9(bKl) . 

(C) MA.-PD PLAN. — ^The term "MA-PD plan" mearts an MA plan that provides qualified 

prescription drug coverage. 
(h) ENROLLMENT PROCESS FOR PRESCRIPTION DRUG PLANS- 
CD ESTABLISHMENT OF PR(XES$.— 
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(A) IN GENERA!..— The Secretary shall csmblish a process for the enrollment, 
di^nroJImem, temiinariotL and chaDi?e of enroHmeiii of part D eligible individuak in 
prescription dioig plans consistent with this iubsectioB. 

(B) APPLICATION OF MA RULES.— In establishing such process, ihc Secretary' shall 
use rules similar to (and coordinated with) Ihe rules for enrollment, disenmllment, 
termination, and chatige of enrollmenl Wriih an MA-PD plan under the following 

pro visions of section 1 K5 h 

(i) RESIDFNCE REQUIREMENTS —Section l85lft¥l)(Ai relating to residence 
require men ts. 

l^FC t.Sy ffhi/lifAl RESIDEi\TRmfJJREME \TS -SPECIAL aULFS 
(I ) RESIDENCE REQUIREMENT— (A) IN GENERAL.— Except as the 
SecTcl^ry may otherwise provide and except as provided m subparagraph (C), an 
indi V idual is el igible to e Icet a Medicare+Choice pkn offcred by a 
MedicaaHChoice organization only if the plan senes the gei^graphic area m 
whieh the individual resides.] 

(ii) EXERCISE OF CHOICE —Section ISSItgl (odier than paragraph (3K A) of such 
section), relating to exercise of clwiice. 

ISRC. lS5Uc)PROCF^^ FOR FXHRCISTNG CHOICE — (1) IS GENER-AL — 
I he Sccfetar>' shall establish a process through which elections described in 
subsection (a) are made and changed, including the form and manner in wliich 
such elections are made and changed. Such elections shall be mude or changed 
only during coverage election periods specified under subsection (e) and shall 
become effective as provided in subsection (f). (2) COORDLNA nOK 
THROUGH MEDK:.ARE+€H0ICE ORGANIZATIONS,— (A) 
ENROLLMENT.— Such process shall permit an individual who wishes to el^t a 
Medicare+Choice plan offered by a Mcdicare-KTioice organization to malu; such 
election through the filing of an appropriate election form TAith ihc organization. 
(B) D IS ENROLLMENT. Such process shall permit an individual, who has 
elected a Medicare-Choice plan offered by a Medicare+Choice oreani7ation and 
who wHihes to terminate such election, lo terminate such election through the 
filing of an appropnale election form with the organizatiot^. <3) DEFAULT, - (A) 
INmAL ELECTION,— (i) IN GENT.R^L.- Subject to clause (ii), an itidividual 
who fails to make an election during an initial election period under subsection 
(e)(1) is deemed to have chosen the original Medicare fee- for- service program 
option, (ii) SEAMLESS CONTIST AtIoN OF COVERAGE —The Secretary 
may establish procedures under which an individual who is enrolled in a health 
plan (other than Medicai^e-Choic^ plan) offered by a Medic are+C-ho^ce 
organization ar the time of the inidal elecrion period and who fails to elect to 
receive coverage other than through the organization is deemed to have elected 
the Medicare+Choice plan offered by the organization (or, if the organization 
offers more than one such plan, such plan or plans as Ihc Secretary- identifies 
under such procedures). (B) CONTLNUING PERIODS.— .\n individual who has 
made (or is deemed to have made) an election under this section is considered to 
have continued to make such election until such time as- (i) the individual 
changes the election under this section, or (ii) the Medicare+Choice plan with 
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respect to which siich election h in eftecl is dkconiinued or, subject lo subsection 
(bK 1 )(B), no longer serves the area in which the individual resides.] 

(iii) COVBR.AGE ELECllON PERIODS —Subject to paragraphs (2) and (3) of this 
subsection, s^tion IgSU gJ (oiher than subparagraphs (B | and (C) of T>anigraph (2) 
and \ht second !>cntence of paragraph (4) of such section), relating lo (coverage 
election periods, including uiuial periods, annual coordinated election periods, special 
tjlcction periods, and election periods for exceptional circumstances 

(iv) CO\ ER AGE PERIODS. —Section iMlih-. relating to eilcclivcness of elections and 

changes of elections, 

(v) GUAR.ANTEED ISSUE .AND RENE WAI-— Section ISSllo) (other than paragraph 
(2) of such section and clause (i) and the second sentence of clause (iij of paragraph 
(3KCJ of such section), rijlaluig to guaranieed issue and renewal 

(vi) MARKETING MATERIAL AXD APPLiCA IIOX FORMS. ^Section l^JKhl. 

relating to iippfoval of marketing material and application foims. In applying clauses 
(ii't, (iv), and (\) of this subparagraph^ any reference to section iMli^ shall be 
treated as a reference to such section as applied pursuant lo clause (iii) of this 
subparagraph. 

(C) SPECIAL RULE.— The process esiablislicd under subparagraph (A) shall include, in 
the case of a part D eligible individual who is a fiiU-benefit dual eligible individual (as 
defined in section 1935fc»61) who has failed to emoll in a prescription drug plan or an 
MA-PD plan, for the enrollment in a pr^cription drug plan that has a monthly 
beneficiary premium thai does not exceed the premium assistance available under section 
l860D-14(aKl)(A)). If there is more than one such plan available, the Secretary shall 
enroll such an individual on a random basis among all such plans in the PDP region 
Nothing in the previous sentence shall prevent such an individual from declining or 
changing iuch enrollment, 

(2) INlllAL ENROLLMENT PERIOD — 

(A) PROGRAM INITIATION.— In the case of ao individual who is a part D eligible 
tndi\^dual as of November 15. 2005, ibeie shall be an initial enrol Iment period liiat shall 
be the same as the annual, coordinated open election period described in section 

1 SllieXMBXiiil. as applied under paragraph (1 KB)(iii)- 

(B) COlSniNirrSG periods— in the case of an individual who becomes a part D 
eligible individual after November 1 5, 2005, diere shall be an initial enrollment period 
which is the period under section 1 851 (ell U . as applied under paragraph (1 )(B)(]ii) of 
this section, as if ''entitled to benefits under pait A or enrolled under part B ' were 
substituted for "entitled to benefits under part A and enrolled under part B", but in no 
ca.se shall such period end before the period described m subparagraph (A). 

(3) ADDITIONAL SPECIAL ENROLLMENT PERIODS —The Secreiao' shall 
establish special enrollment periods, including the following: 

(A) INVOLUNTARY LOSS OF CREDflABLE PRESCRIPTION DRUG 

CO\TR.AGE — 

(i) IN GENEILM.— In the case of a part D eligible individual who involuntarily loses 

creditable prescription drug coverage (as deftoed in section 1 860D-1 3(b)(4)). 

(ii) \OTICE. In establishing special enrollment periods under clause (i), the Secretar>^ 

shall take into account when the part D eligible individuals are provided notice of the loss 

of creditable prescription drug coverage. 
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(iii) FAILURE TO PAY PRENflUM.— For purposes of clause (i), a loss of coverage 
shaJJ Ik treated as voluatary if the coverage is terminated because of failure to pay a 
required bemficiary prttniiani. 

(iv) REDUCTION IN COVERAGE. — ForpurptKc^ of clause (i), a reduction in coverage 
so that the coverage no longer meets ihc requirements under se^ction 1 860 D- 13(b)(5) 
(relating to actuarial equivalence) shall be treated as aa involuntary loss of coverage. 

(B) ERRORS T\" HMROLLMHNT.—ln the case de&cribed in section ]S37(ii) (relating to 
errors in enrol tment), in the same manner as such section applies lo pari B. 

(C) EXCEPTION.^ C1RCI:MSTANCES.— In Uie case of part D eligible individuals 
lA ho meet such exceptional conditions (in addition to those conditions applied under 
paragraph ( 1 )(BKiiij) as the Secrctaiy may pro\ndc. 

(D) MEDICAID COVERAGE. — In the case of an individual (as detennmed by the 
Secretary) who is a fiilUbcnefit dual eligible individual (as defined in section 1935{c)('6)), 

(E) DISCONTINUANCE OF MA-PD ELECTION DURING FIRST YEAR OF 
ELIGIBILITY'. — In the case of a part D eligible individual who discontinues enrollment 
in an MA4*D plan under the second sentence of section ISJUeHi) at the time of the 
election of coverage under iuch sentence under the original Medicate fee-for- service 
program. 

(4) INFORMATION TO FACILITATE ENROLL\fENT.— 

(A) IN GENER^AL.— Not^ithstanduig any other provision of law but subject to 
subparagraph [BU the Secretary may provide to each PDP sponsor and MA organization 
such identifying infonnalion ahout part D eligible individuals as the Secretary determines 
to be necessary to facilitate efficient martecing of prescription drug plans and MA-PD 
plana to such individuals and enrollment of such individuals in such plans 

(B) LINfTTATlON.— 

(i) PROVISION OF IXFORMAT10N.~The ScerielaT>' may pro>nde the information 
under subparagraph (A) only to the extent necessary to carry out such subparagraph, 
(ii) USE OF INFORMATION-— Such infonnalion provided by the Secretary la a PDP 
sponsor or an MA organization may be used by such sponsor or organiiiation only to 
facilitaLe marketing of, and enrollment of part D eligible indi>iduals in, prescription drug 
plans and MA'PD plans. 

{5} REFERENCE TO ENROLLMENT PROCEDURES FOR MA-PD PEAKS, For 
rules applicable to enrollmenl, dis-eniolhncnt, termination, and change of enrollment of 
part D eligible individuals in ^L\-PD plans, see section ISSl . 

(6) REFERENCE TO PENALTIES FOR LATE ENROLLMENT.— Section 1 BfiOD- 

1 3(Fi) imposes a late enrollment: peualty for part D eligible individuals who— 

(.A.) enroll in a prescription drug plan or an MA-PD plan after the initial enrollment 

period described m paragraph (2); and 

(B) fail to maintain conlinuotis creditable piescrrprion drug coverage during the period of 

non-eTu^ollnient. 

(c) PROVIDING INFORMATION TO BENEFfClARIES.— 

(I) ACnVTTTES. — The Secretaiy shall conduct acrivities that are designed to broadly 
disseminate information to part D eligible individuals (and prospective pari D eligible 
individuals) regarding the coverage provided under this pari. Such activities shall ensure 
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that ^lich information is firs! made available at least 30 days piioi to the iniliai cmonmcnl 
period described in subsection (bK2)(A), 

(2) REQUIREMENTS— Tlie aciiviiies described in paragfapli (I) &ha]l— 

(A) be !iimi1ar to the activities perlbmied by Ihe Secretary under section ] 85 1 fdl 
including disscrainaUon | including through the toll-free telephone nunibcr 1 -800- 

ME Die A RE) of compaiative infotmation for preKription drug plans and M A-PD plans; 
and 

(B) be coordinated with the activities performed bfy the Secretary' under such section and 
under section 1S04 , 

(3) COMPARATI\T 1XF0RM^\TI0N.— 

(A) IN GENERAL. — Subject to subparagraph (B). the comparative information referred 
to in paragraph (2)(A) shall include a comparison of the following vvith respect to 
qualified prescription drug coverage: 

(i) BENEFITS, — The benefits provided under Ihe plan. 

(ii) MONTHLY BENEFICIARY PREMILM— The monthly beneficiary' premium under 

the plan. 

(iii) QU ALITV' A>fD PERFORMANCE.— The qualit>' and performance under the plan, 

(iv) BENEFICIARY COST-SHARING— The cost-sharing rcquia^d of pan D eligible 

individuals under the plan. 

(v) CONSUMER SATISFACTION SURVEYS. The results of consumer satisfaction 

sur^'eys regarding the plan conducted pursuant to section 1S60I>4(d). 

(B) EXCEPTION FOR LfNAV.-\IL.ABILITY OF IKFORMATIOK.— llie Secretary is 
not required to provide comparative information under clauses (Iii) and (v) of 
subparagraph (A) with respect to a plan — 

(i) for the first plan year in which it is offered: and 

(iij for die next plan year if it is mtpiacticable or die information is otheruifvc unavailable. 

(4) INFORMATION ON LATE ENROLLMEM PENALTY —Tlie information 
disseminated under paragraph (1) shall include information concemijiii the methodology 
for determining the late enrollment penalty under section 1 S60EK 1 3(b), 

n SEC. [&6CiD-:i. [42 use I393W-/0SJ 

(a) ASSURI^^G ACCESS TO A CHOICE OF COVERAGE.— 

(1) CHOICE OF AT LliAST TW^O PLANS IN EACH AREA.— The Secretary shall 
ensure that each part D eligible individual has available, conisistent with paragraph (2)^ a 
choice of eaiohment Ln at least 3 quali^ing plans (as defined in paragraph (3)) in the area 
in which the individual resides^, al least one of which is a pTesctiption drug plan. In any 
such case in which such plans are not avadabic, the part D eligible individual shall be 
given the oppoitunitv^ to enroll Ln a tailback prescription drug plan. 

(2) REQL IREMENT FOR DfFFERENT PLAN SPONSORS— The requirement in 
paragraph ( 1 ) is not satisfied with respect to an aiiea if only one entity' offers all the 

qualifying plans in the area. 
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(3) QUALIFV'ING FLAN DEFINED.— For purposes of this section, the term "qualifying 

plan" means — - 

(A) a prtiCriptioTi drug plan; or 

(B) an M A-PD plan described in section laSHalO^fAKi) that provides— 
(i) basic prescription drug coverage; or 

(ii)qualified prescription dnig coverage thai pTO\-ides supplemental prescription drug 
coverdgc so long as there is dO MA monthly supplemental beneficiary- premium applied 
under the plan, due to the application of a credit against such premium of a rebate under 
section ia54fb¥lMCb 

(h) FLKXiBlLITY IN RISK ASSUMED AND APFUCATION OF FALLBACK PLAN. In ord^r 
to ensure access pun-itaHi to subsection (a/ in att area — 

(1) TTie Secretarj' may approve limited risk plans under section 1 S60D- 1 1 if) for the ar^a; 
and 

(2) only if such access is srill not provided in the area after applying paragraph (1), the 
Secretar)^ shall provide for the oftering of a fallback prescription drug plan for that area 
under section 1860D- 11(g). 

Social S<caritj' Act §1802 - Froe Choice by Patient Guaranteed 
I SEC 1S02. f42 aSC. I395aJ 

(a) BASIC IRERDOM OF CHOlCt.— 

Any individual entitled to insumnce benefits under ^is title may obtain health services 
from any insiitution, agency, or person qualified to paTtieipaie under this title if such 
institution, agency, or person undertakes to provide him such sen- ices. 

(b) USE OF PRIVATE CONTRACTS BY MEDICARE BENEFICIARIES. - 

(1) IN GENERAL, — Subject to the provisions of this subsection, nothing in this title 
shall prohibit a physician or practitioner from entering into a private contract with a 
Medicare benetician- for any item or service — 

(A) for which no claim^ for payment is to be submitted under this title, and 

(B) for which the physician or practitmner receives — 

(i) no reimbur^ment under this title diitctly or on a capitated basis, and 

(ii) receives no amount for such item or service from an organization which receives 

reimbursement for such item or service under this title directly or on a capitate ba&i^^ 

(2) BENEFICIARY PROTFmONS.— 

(A) IN GENERAL.— Paragraph ( I ) shall not apply to any contract unless — 

({) the contmet is in writmg and is signed by the Medicare beneficiary before any item or 

service is provided pursuant to the contract; 

(ii) the contract contains the iiemi described in subparagraph (B); and 

(iii) the contract is not entered into at a time when the Medicare beneficiary is facing an 

emergency or urgent health e^c situation. 
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(B) ITEMS REQU[R£D TO BE INCLUDED IN CO>JTRACI:— Any contract to 

provide items and services to which paiagiapli 

( 1 ) applies shall tlearly indicate to ibe Medicare beneficiary that by sigtung such contract 

the beneficiary — 

(i) agrees not to submit a claim (or to request that ihe pliysician or practitioner submit a 

claiTn) under this title for such items or senrices even if such items or services are 

otheriA ise covered by this litlc; 

(li) agrees to be responsible, whether through insurance or olhemise, for pa>Tnenl of such 

items or services and understands that no reimbursemeilt will be provided undet this title 

for such itcrtii or servHces; 

(iii) acknowledges that no limits under tiiis title {including the limits under section 

IM^igl) apply to amounts that may be cl^rged for such items or sennces; 

(iv) acknowledges that Mcdigap plans under section 18R2 do not, and other supplemental 

insurance plans may elect not to, make pajmenls for such items and services b^caase 

payment is not made under this title; and 

(v) acknowledges that the Medicare beneficiary has the right to have such itemii or 

services provided by other physicians or practilioneis for whom pajTiienl would be made 

under this title 

Such contnict shall also clearly indicale whether the physician or practitioner is excluded 

from participation under the Medicare program under section 1128 . 

O) PF lYSlClAN OR PILACTniONHR REQUTREMENTS.— 

(A) IN GENERAL.- Paragraph ( I ) shall not apply to any contact entered into by a 
physician or practitioner unless an affidavit described in subpragrapb (B) is in effect 
during the period any item or service is to be provided pursuant to the contract. 

( B) At FID AM T.— An afTlda v it i s described in this subparagraph i f- - 

(i) the atfida^nt identities the physician or pnicdlioner and is in wiiting and is signed by 
the physician or practitioner, 

(ii) the affidavit provides that the physician or practitioner will not submit any claim 
under this title for any item or service provided to any .Medicare b<;neficiar\ (and will not 
receive any leimburscment or amount described in paragraph (1)(B) for any such item or 
service) during the 2 -year period beginning on the date the affidasit is signed: and 
(iii) a copy of the affidavit is tiled wiih The Secretaiy no later than 10 days after the first 
contract to which such alTidavit applies is entcied into. 

(C) ENFORCEMENT.— If a physician or practitioner signing an afTidavit under 
subparajiraph (B) fcnowiingly and wilLiutly submits a claim under ihis title lor any item cr 
service provided during die 2-ycar period described in subparagraph {B)(ii) (or receives 
any retmburbemenl or amount described in paragraph (1 KB) for any such item or service) 
with respect to such affidavit — 

(i) this subsection shall not apply with respect to any items and seniccs provided by the 
physician or practitioner pursuant to any contract on and alter the date of such submission 
and before the end of such period: and 

(ii) no payment shall be made under this tide for any item or service furnished by the 
physician or practitioner dunng the period described in clause (i) (and no reimbursement 
or payment of any amotint described in paiagraph (IXBJ shall be made for any such item 
or service). 

(4) LIMITATION ON AC lUAL CHARGE AND CLAIM SUBMISSION 
REQUIREMENT NOT .\I*PLIC ABLE.— Section I84&(£l shall not apply widi respect to 
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any item or ser\ ice praWded to a Medicare bcnericiary under a contract described in 

paragraph ( I ). 

(5) DEFINtTIOXS— In this subsection: 

(A) MEDICARE BENEFICLARY.— The term "Medicare beneficiaiy" meajis an 
individual v.ho is entitled to benefits under part A or enrolled under pan B. 

(B) PHYSICIAN — Ilie term "physician" has the rneaning given such term by 
paragraphs (1), (2), (3). and (4) of section .186l(r )'-. 

(C) PRACl ITIONER— The lerm >raclilioner" has the meaning given snch term by 

section iMStblLLMQ 

Social Securit>' Act §1902 - State Plans for Medical Assistance 

(a) A STA I E PLA\ FOR MEDICAL .^SISTANCE MLST- 

(23) provide that (A> any individual eligible for medical assistance (including 
drugs) may obtain such assistance from any institution, agency, community 
pharmacy, or person, qualified to perform the service or services required 
(including an organization which provides such services, or arranges for their 
avai lability's on apitpayment basis), who undertakes to provide him such 
s^r^'ices. and (B) an enrollment of an indii^idual eligible for medical assistance 
in a primai>^ caic case-management system (described in section 1 9!_5(bXU), 
a Medicaid managed caic organization, or a similar entity shall not restrict the 
choice of the qualified person from w-hom the individual may receive services 
under section lQ05faK4lfCl except as provided in subsection (g), in section 
1915, and in section l93Jui except that this paragraph shaU not apply in the 
case of Puerto Rico, the Virgin Tslarwii. and Guam, and except ttiat nothing in 
this paragraph shall be construed as requiring a State to provide medical 
assistance for such serv'ices fiimished by a person or entity convicted of a 
felony uiider federal or State law for an offense which the State agency 
determines is incoosistent with ihe be*l interests of beneficiaries under the 
State plan. 

CFR §483*60 Pharmacy Services 

The nursing home must provide routine and emergency drugs and biologieals to its residents, or 
obtain them under an agreement described in i4&j.75[ht of this part. The nursmg home may 
pern it unlicensed personnel to administer drugs if Stale law permits, but only under the general 
supervision of a hcensed nurse. 

> iHteryretirti Oukieiines ^4S3.60 

- The nursing home is responsible under §483. 75(h) for the '^timeliness of the 
services.'* 

A drug, whether prescribed on a routine, emergency, or as needed basis, must be 
provided in a timely manner. 

if failure to provide a prescribed dtug in a timely manner causes the resident 
discomfort or endangers his or her health and safety, then this requifement is not 
met. 
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> Procedures •^4S3. 60 

L During me surv e>'OT's obsenaticMi of the drug pass, are all or dfred mLdications 

available? 



> Procedures ^483. 60fai 

J A nu rsing home must prox-ide phamiaccutical semces (incl uding proc edures 
thai assure the accu/ate acquiring, receiving, dispensing, and admmisiering ol all 
drags and biologkals) to meei the needs of e^ch reaident. 



